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N#. 357] myf DEUH. Tuesday, October i9, iw3/asvina 27,1915 


«0t i.'vtri'^ irtrraw 

(wrFj;jT f^<n'r) 

19 199.1 

w, ft, G58(w);— srWw 3i^ ^rT^ftw 

1940 (1940 »pr 23 ) ifr ETFT 12 3ftT Ijp-T .13 Jf 
^ it ajVrfff ®fk itirraiT ^roft ftw, 194.1 nrr sfti" n'wtTFT 
irfim ft^ Vf nm wpifr ?rwii: % fttw afrr 
TfwT wiwi (w^'^T ftwrir) ^ ^ ht. 

¥T. % 7Bo(w)j irrttn’ 28 1992 jm 'BT^% 3;i3r- 

Tw, ’tr(rftiiT«T, »rfir 2 , 'a’lj j, -jTBnr (i), 28 f-HKn-, 

1992 it ^ if ft(5T% jmT%tT 4fr JTOFrrr 

t, ffrtftr t ftiTTiit Tnm iiPr irftiirt urm * 

*rt iftj m3 ift «ift mrrfm ^ ^ wr^ aih: wnif^ 

^ (|T:r jpi7rf»RT fvm mn «fr 1 

rnim ^ srftirl ift 27 - 11-92 w?t OTw*ff ¥t ifi «fV 1 

ifti: gro STW fmnff TT 5RfjT jTp^r troM «(Vi: gnftt tt 
msnr inr firTiT ftm irqr 

mi., mr, TOUT, TO mftiftoM '^t hitt 12 «ftT uttt 

,1.3 jTTT a^w iuftmif ITT spft'i jif jftr »Aafw »wifKr 


wnpiTT vri 41 mu Truni to! •H'rorq, jftr amrtiiT 

wi8i0 fmnr, 1945 m aftr liiftsrT 47 t^ ftr’iftTfiiTr 

ftma miRfl tmtij:— 

1 - ( 1 ) 411 flffSfcfT gm stWEr »fk sRrrmi maifr, 

(^W arfltR) ftini, 1993 ^1 

(2) ^Trim ii TOKH 45t 4ir Ji^pf^t 1 

2 . aihftr aV: amrmr mmift ftma, 1945 ii, ftim 49 41 
WR 'TT, ftTRftifiag ftjra rtt urRirr, 4114 ??^ :-- 

" 49 . ftflflifit 4fr w^grif 

nftiftinT 4i ntfR ftrftw % mr if ftwr mn sijfw 
^ mftTt |t4T ftTJT% TiTT miR *1 ftfii 5TTI PTiftfi ftTRftnrrmT 
ir aftafa-ftaW ftmpr ar afftfa ftim m 44rft4i ^marjir ftwR 
if- ftpSTfflTTi H%?T wnjftmpT IT gwaft- ftriR Sr finfV 

TO5 414^ - 3 ^ ft'frem 4ft, -- 

(i) IT ir ftftlw' qTi«ft it ^4^ it 4 r rf 

% ftftBtui 471 4I11 ^ 4R 18 anr 41T ar 

(ii) ftp^ mpim arftiTrd’ aRt iitaiftTpT % fttq wYttftft 
aiftwrar it it ir firftftw >Rriq1 it ir hr it 

4R 041 41 trft^Fr 4Rir 411 4rrr it 4R 18 nm nrr 
mi4R 44 
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(ill) afWfsr Prffism ^ tfr ^ wrfw 

% if ir WnrW 

epT!^ TTfft 'wf Tf ftflrwir fl- IRT ^ 1R ?fR 
«rJ ^rr wT>r^ ft, 

*T iTnT*tii % (qf^^lW ^ fwOlH'll *T»V^ % Eff? 

mPcfi"! ftiifr ontRf I 


[rr IRiT lI014/5/9 2 -^flR^lI™¥'frtrH^] 
. wrwrr, 

aflwfff aftt 5T9TER Ht’Tlfr 194S, 1-5-79 fPP W 

TT if 3flf< Truirt (Rrenq- Twr) 139^ 

iffsre'ir afwr;! aftt sf'TfJiT h trjV wPir^'W af^i: f-rTtf (tfi 
^ iT^ ) i^r ^rfitTpirriT ft ft i utt ft-irift Jr 

VTTOT % WR '9TT-2, Isrf(3)(l) *r SfPlftrT f^’RftrftrfT wfii- 

^^3fr sra H?rrf£Pr f%9- ir^ft — 

1 gr.'pr fir 1241 arfrr e 10-1979 

2 ^rr,'FT, fr i242tTrft'» 0 - 10-1979 

3 tFr fr, 1243 cri#T 6 - 10-79 

4 ?rT TT fr I 28 icfr%r 12 - 10-89 

5 ^rr TT frr 43 o^rftir 19 - 4-80 

6 FTT. Tf 779 RTtn 26-7-80 

7 ^ 'FT. Pr. 540 (H) 22-9-80 

8 'FT ft'. 680(sr) Frfl’a' 5-12-80 

9 TIT "Fr ft 681 (tt) Fffrar 5 - 12 - 8 O 

10 TIT. 'FT, ft 682 (tt) Fifot 5-12-80 

11 FT 911. ft. 27(w) Friftr 17-1-81 

12 TIT. IFT. ft 478 (tt) FIXN' 6-8-81 

13 TTT 90-. ft 62(w) FlflT 15-2-82 

14 Ft, 9F ft 462 (W) FiTV'ff 22-8-82 

15 TTT "FI ft 510 (tt) Frft'J 26-7-82 

16 TIT, *57. ft 13 (^} 26-7-82 

17 . TTT 9rT ft 318('Cr) FlftiJ 1-5-84 

18 FT. 'FT. ft 33l(Tr) 8-5-84 

19 FT 8Tr ft. 460 (f) FRftr 20-6-84 

20 FT 911. ft 487 (f) Fltftr 2-7-84 

21 FT Ff ft 89(F) FifW 16-2-85 

22 FT 'FT ft. 758 (f) Fi'fftT 10-10-85 

23 FT. "FT ft. 17 (f) Flfft' 7-1-84 

24 FT. 9TT. ft. 1049 (f) FlfllJ- 29-5-86 

25. FT 'FT. ft. 1060 (f) FTfhff 5-9-80 

26. FT ITT. ft 1115 (f) FTflT 30-9-86 

27 FT 9TT ft. 7 i(f) FftTa' ,30-1-87 

28. IJT. Vr, ft. 570 (f) Fi^ftr 12-6-87 
29 FT, FF, ft. 626 (f) FffiF 2-7-87 
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30 FT 9TT ft. 792 (f) Fpiftr 17-9-87 

31 TTT iFr ft 371 (f) FlfTF 14-,3-88 

32 FT iFT, ft. 75 (f) WftF 2-6-88 

33 FT. 9TT. ft 675 (f) FlftW 2-6-88 
3 4 TTT "FT ft 676 (f) FlttW 2-6-88 

35 FT 9TT. ft. 677 (f) mfftT 2-6-88 

36 FT IFT ft 681 (f) Flfllir 6-6-33 

37 FT TTT ft 735(F) Fifftr 24-6-8S 

38 FI ipr ft 813 (f) 27-7-88 

39 FT. W. fF 944(W) FOft^ 21-9-88 

40 FT iFT. ft 43 (f) 20-1-89 

41 FT, "FT ft 44 (F) FTfftr 20-1-89 

42 FT Vr ft IOO(f) FffW 14-2-88 

43 FT "FT ft. 443 (f) Frft^ 12-4-89 

44 FT iFT ft. 588 (f) Fl'ftsr 2-6-89 

45 FT. 9rr ft 691 (f) RtW 11-7-89 

46 FI FTT ft 784 (f) mftF 28-8-89 

47 FI FF ft 16 (f) FTtW 1-10-89 

48 FT iFT ft 7 Ti(f) 23-8-90 

49 ft. iFT ft 86 S(f) FITTW 25-10-90 

50 FT IFT ft 11 (f) FI^ 7-1-91 

51 FT 911 ft 223 (f) FltiTT 19-4-91 

52 FT "FT ft 246 (f) FI^ 1-5-91 

53 FI Vr ft 301 (f) FTfftr 7-6-91 

54 FT "FT ft 302 (f) F ftUT 7-6-91 

55 Ff. 911. ft 491 (f) Flftl? 25 7-91 

56 FT 91 T. ft. 495 (f) Fffftr 25-7-91 

57 FT "FT. ft 532 (f) FRRT 14-7-91 

58 FT 911. ft 62b(F) Flfftl 11-10-91 

59 FT 9 IT ft. 6G8 (f) FT^ 11-11-91 

60 FT 9ir ft. 730 (f) FfJftr 10-12-91 

61 FT. 91 T, ft 59 (f) Frfftr 22-11-91 

62 FT 9ir ft. 305(F) Fifftl 4-3-92 

63 FT, 9 IT ft, 44 S(f) FI'T)''*' 30 4 92 

64 FT 9ir ft 597 (F) Fnfftr 17 -G -92 

65 FT, "FT, ft 6G3 (f) Flftaf 3-7-92 

66 FT "FT. ft. 723 (f) FfJ^F 11-8-92 

67 FT. 91T ft. 79fa(F) FI'ftF 1-10-92 

68 FT. "FT ft 877 (f) FlttF 17-11-92 
69. FT. FI. ft 904 (f) FlfTF 2-12-92 

70 FT. 9rr ft 923 (f) Fl^ftf 14-12-92 

71 FT 9TT ft. 27 (f) FrfVw 22-1-93 (^fil'TF) 

72 TTT. "FT ft 28(F) Frffa' 22-1-93 

73 TTT "FT ft 86 (f) 26-2-OJ 

74 FT 9rr ft 296 (f) Fffftr 24-3-93 

75 FI "FT ft J7J(F) Frfl^ 13-4-93 (uf^ TF) 

76 FT TT ft 374 (f) Fl'fftr 13-4-93 ('jfaFF) 
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(iD Who have not less than 18 months’ 
experience in testing of atleast one of 
the substances in Schedule C in a Labo¬ 
ratory approved for this purpose by the 
licensing authority, or 


['ftT'rll—^ 3(i)j 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 19th October, 1993 

G.S.R. 658(E).—^Whereas a draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945 was published as required by Sections 
12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940) with tlie notification of the Govern¬ 
ment of India, in the Ministry of Health & 
Family Welfare (Department of Health) No. 
GSR 780(E) dated 28th September, 1992 in the 
Gazette of India, Extraordinary Part II—Section 
3, Sub-section (i), dated 28th September, 1992 
inviting the objections and suggestions from all 
persons hkely to be affeeted thereby before the 
expiry of period of sixty days from the date on 
which the copies of the Gazette were made 
available to the public; 

And, whereas, the copies of the Gazette were 
made available to the public on the 27-11-92. 

And, whereas the objections and suggestions 
received from the public on the said draft rules 
have been taken into consideration by the 
Central Government; 

Now, therefore, in exercise of the powers 
conferred by the Sections 12 and 33 of the said 
Act, the Central Government, after consultation 
vfitli the Drugs Technical Advisory Board, hereby 
makes the following rules further to amend the 
Drugs & Cosmetics Rules, 1945, namely :— 

1. (1) These Rules may be called the Drugs 
and Cosmetics (IVth Amendment) Rules, 1993. 

(2) They shall come into force on the date of 
their publications in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 
for Rule 49, the following rule shall be substi¬ 
tuted, namely :— 

“49 Qualifications of Inspectors 

A person who is appointed an Inspector 
under the Act shall be a person who 
has a degree in Pharmacy or Pharma¬ 
ceutical Sciences or Medicine with 
specialisation in clinical pharmadology 
or Microbiology from a University 
established in India by law ; 

Provided that only those Inspectors :— 

(i) Who have not less than 18 months expe¬ 
rience in the manufacture of atleast 
one of the substances specified in Sche¬ 
dule C, or 


(iii) Who have gained experiences of not 
less than three years in the inspection 
of firms manufacturing any of the subs¬ 
tances specified in Schedule C during 
the tenure of their services as Drugs 
Inspectors; 

shall be authorised to inspect the manufacture 
of the substances mentioned in Schedule C”. 

[No. X-11014|5l92-DMS & PFA] 
B. S. LAMBA, Jt. Secy. 

Note : The Drugs & Cosmetics Rules, 1945 
as amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health & Family 
Welfare (Department of Health) containing the 
Drugs & Cosmetics Act and the Rules (PDGHS- 
61). Subsequently the said rules have been amend¬ 
ed by the following notifications published in Part 
n. Section 3, Sub-section (i) of the Gazette of 
India, namely ;— 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-04-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 

13. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 758(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 
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26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) datead 30-1-1987 

28. GSR 570(E) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1987 

31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988 

33. GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 677(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-1988 

37. GSR 735(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

39. GSR 944(E) dated 21-9-1988 (Corri¬ 

gendum) 

40. GSR 43(E) dated 20-1-1989 (Corrigen¬ 

dum) 

41. GSR 44(E) dated 20-1-1989 (Corrigen¬ 

dum) 

42. GSR 100(E) dated 14-2-1989 (Cirrigen- 

dum) 

43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 (Corrigen¬ 

dum) 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 

50. GSR 11(E) dated 7-1-1990 

51. GSR 223(E) dated 19-4-1991 


52. GSR 246(E) dated 1-5-1991 

53. GSR 301(E) dated 7-6-1991 

54. GSR 302(E) dated 7-6-1991 

55. GSR 491(E) dated 25-7-1991 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated 14-7-1991 

58. GSR 626(E) dated 11-10-1991 

59. GSR 668(E) dated 1-11-1991 

60. GSR 730(E) dated 10-12-1991 

61. GSR 59(E) dated 22-11-1991 

62. GSR 305(E) dated 4-3-1992 (Corrigen¬ 

dum) 

63. GSR 445(E) dated 30-4-1992 

64. GSR 597(E) dated 17-6-1992 

65. GSR 663(E) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. GSR 796(E) dated 1-10-1992 

68. GSR 877(E) dated 17-11-1992 

69. GSR 904(E) datd 2-12-1992 

70. GSR 923(E) dated 14-12-1992 

71. GSR 27(E) dated 22-1-1993 (Corrigen¬ 

dum) 

72. GSR 28(E) dated 22-1-1993 

73. GSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 (Corrigen¬ 

dum) 

76. GSR 374(E) dated 13-4-1993 (Corri¬ 

gendum) 
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